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DETAILED ACTION 

The amendment filed April 27, 2007 have been received and entered into the 
application. 

Action Summary 

The rejection of claim 4 under 35 U.S.C. 112, second paragraph is hereby 
expressly withdrawn in view of Applicants' amendment canceling the claim. 

The rejection of claims 1-4 under 35 U.S.C. 102(b) as being anticipated by 
Takebe et al. (U.S. Patent No. 5,885,632) is hereby expressly withdrawn in view of 
Applicant's persuasive argument. 

The rejection of claims 1-4 under 35 U.S.C. 102(b) as being anticipated by 
Takebe et al. (U.S. Patent No. 6,045,819) is hereby expressly withdrawn in view of 
Applicant's persuasive argument. 

The rejection of claims 1-4 under 35 U.S.C. 102(b) as being anticipated by 
Takebe et al. (U.S. Patent No. 6,303,161 B1) is hereby expressly withdrawn in view of 
Applicant's persuasive argument. 

The rejection of claims 1 , 2 and 4 under 35 U.S.C. 102(e) as being anticipated by 
Obata et al. (U.S. Patent No. 6,444,239 B2) is being maintained for the reasons stated in 
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the previous Office Action. However, this rejection is modified to exclude cancelled 
claims 2 and 4 and include newly added claim 5. 

The rejection of claims 1-4 under 35 U.S.C. 102(e) as being anticipated by Kelly 
et al. (U.S. Patent No. 6,642,212) is hereby expressly withdrawn in view of Applicant's 
persuasive argument. 

Rejections of claims 1- 4 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 7 and 9 of U.S. 
Patent No. 5,885,632; unpatentable over claim 7 of U.S. Patent No. 6,045,819; and 
unpatentable over claim 1-9 of U.S. Patent No. 6,303,161 are hereby expressly 
withdrawn in view of applicants filing of Terminal Disclaimer. 

The provisional rejections of claims 1-4 on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-7, 9-13 and 15 
of copending Application No. 10/070888; unpatentable overclaims 1-7 of copending 
Application No. 10/070889; and unpatentable over claims 1-7 of copending Application 
No. 10/070889 are hereby expressly withdrawn in view of applicants filing of Terminal 
Disclaimer. 

Upon further consideration, following new grounds of rejection has been made. 
Accordingly, this rejection is made non-final. 

Claim Rejections - 35 USC § 102 
The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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Claims 1 and 5 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Obata et al. (U.S.Patent No. 6,444,239 B2) of record. 

Obata et al. teach a product comprising 480g of isoflavone aglycone powder 
comprising an isoflavone aglycone content of 52%, which was found to be made up 
of 54% of genistein, 40% daidzein, and 6% of glycitein. (Example 3, column 5). 

Accordingly, Applicant's recitation in claim 1 of the composition having a 
superoxide scavenging activity of 12000 units/g would be inherent property of the same 
composition taught by cited prior art comprising 54% of same active agent of isoflavone 
aglycone comprising overlapping and encompassing the instantly claimed at least 30 wt 
%. Further, Applicants' recitation in claim 1 of an intended pharmaceutical use of 
treating sudden deafness does not represent a patentable limitation since such fails to 
impart any physical limitation to the same composition taught by the prior art. 

Claims 1, 3 and 5 are rejected under 35 U.S.C. 102(b) as being unpatentable by 
The Merck Index, tenth edition. (1983), (Merck). 

Merck teaches that daidzein obtained from soybean. It is noted that the content 
of (pure) daidezin taught by prior art encompasses Applicant's amount set forth in 
claims 3 and 5. 

Accordingly, Applicant's recitation in claim 1 of the composition having a 
superoxide scavenging activity of 12000 units/g would be inherent property of the same 
composition taught by cited prior art comprising pure form of same active agent of 
isoflavone aglycone (daidzein) comprising overlapping and encompassing the instantly 
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claimed amounts. Further, Applicants' recitation in claim 1 of an intended 
pharmaceutical use of treating sudden deafness does not represent a patentable 
limitation since such fails to impart any physical limitation to the same composition 
taught by the prior art. 

Claims 1,3 and 5 are rejected under 35 U.S.C. 102(b) as being unpatentable by 
Potter et al. (U.S.Patent No. 5,855,892). 

Potter et al. teach pharmaceutical formulation of daidzein as an active agent. 
Potter et al. teach gelatin capsules comprising 10-1000mg of daidzein in a capsule and 
a tablet. Potter et al. also teach daidzein in 10-1000mg/5ml in a suspension, (column 
7, under Formulations and formulations 1-3). These amounts of daidezin contained in 
the formulations overlap and encompasses Applicants' claimed amount of isoflavone 
aglycone at least 30%wt and at least 70wt% daidzein. 

Accordingly, Applicant's recitation in claim 1 of the composition having a 
superoxide scavenging activity of 12000 units/g would be inherent property of the same 
composition taught by cited prior art comprising same active agent of isoflavone 
aglycone (daidzein) comprising overlapping and encompassing the instantly claimed 
amounts. Further, Applicants' recitation in claim 1 of an intended pharmaceutical use of 
treating sudden deafness does not represent a patentable limitation since such fails to 
impart any physical limitation to the same composition taught by the prior art. 
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None of the claims are allowed. 



Response to Arguments 



Applicant's arguments filed April 27, 2007 have been fully considered but they 
are not persuasive. Applicant argues that Obata et al. does not state whether the 
product is expressed in volume percentages, weight percentages or molecular 
percentages. This is not found persuasive because Obata et al. teach that 480g of an 
isoflavone aglycone powder was obtained in their Example 3, and that 52% of which 
was found to be made up of 54% of genistein, 40% of daidzein and 6% of glycitein. 
Therefore, this teaching clearly anticipates claimed wt% set forth in claim 3 because an 
isoflavone aglycone powder obtained by Obata et al. was measured in grams. 

Applicant further argues that claims 1 and 5 are not anticipated by Obata et al. 
because Obata et al. does not disclose a daidzein content of 70 wt% or greater. This is 
not found persuasive because the limitation of "at least 70 wt% daidzein" appears in 
claim 3. However, Obata et al. reference was applied under 35 USC 102 for the claims 
1 , 2 and 4 in the previous Office Action. The rejection of claims 1 , 2 and 4 under 35 
USC 102 as being anticipated by Obata et al. in the previous Office Action was deemed 
proper because Obata et al. clearly teach a product comprising isoflavone aglycone 
(claim 1 ), wherein the isoflavone aglycone is comprised of 40% daizein (example 3). 
Newly added claim 5 is also anticipated by Obata et al. because the newly added claim 
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5 is drawn to a composition comprising isoflavone aglycone concentrate at least 30 
wt%. It is noted that Obata et al. teach a product comprising 480g of isoflavone 
aglycone powder comprising an isoflavone aglycone content of 52%, which was 
found to be made up of 54% of genistein, 40% daidzein, and 6% of glycitein. (see 
above rejection). Applicant argues that Obata et al. does not disclose superoxide 
scavenging activity. This is not persuasive because Applicant's recitation of the 
composition having a superoxide scavenging activity of 12000 units/g would be inherent 
property of the same composition taught by cited prior art comprising pure form of same 
active agent of isoflavone aglycone comprising overlapping and encompassing the 
instantly claimed amounts. Thus, the claims fail to patentably distinguish over the state 
of the art as represented by the cited references. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Kim whose telephone number is 571-272-0628. 
The examiner can normally be reached on Monday through Friday 6:30 am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




-"Jennifer Kim 
Patent Examiner 
Art Unit 1617 



Jmk 

July 30, 2007 



